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PIC/S F—{EE(E - O ZRERNEIE S EAHAR B & » HiEE 2
PIC/S & BFERE ~ FREVIE G - HoE Eki(expert circles meeting) B4k [FFE
AatE(Joint Visit Program)ZEihd)) » $2{E 5 EIFE & Baim s GMP KRR
st 5 DU EREE s EE) - DIEHZE —S(LHY GMP JAIR BB &
nnE e Hof o PIC/S E5L[E (expert cwcles)%ﬁ% EEREERE Lot iE Ay =
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SRl b o Ry —EAEMAEAE - PIC/S ZHARTY 2014 FFFFEKE ATMPs 49 A\ 5%
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AR TE 21 JE PICIS IR ~ 4H& ~ 4R ks A B8 e i B R e g (21st PIC/S
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F1IXR

14:00-17:00

HxEZ BT %
Co-ordinating Committee Pre-Meeting

18:00-19:00

HEl

19:00-21:00

g Welcome dinner

F2XR

9:30-11:00

E R SoHO BB RERI 2

(Current Regulatory Framework of Substances of Human Origin

(SoHO) and Advanced Therapies )

o PIC/S & 2 /EHEIMIK ~ 4HAK - 4R Rowr B A B e o~ [ 54
H.(Outcome of the survey on competences of PIC/S Participating
Authorities in the field of blood, blood components, plasma
derivatives, cells and tissues and Advanced Therapies Medicinal
Products (ATMPs))

o EUMERIZEME K SOHO FE & Z:45t
(The European regulatory framework and the inspection System
of SoHO)

11:30-12:30

o F AF|MIK %45 (The Italian Blood System)
o F AFIFEHME %45 (The ltalian Transplant System)

13:40-15:10

o EURi& EHENfIL- VISTART
(An overview on the EU Joint Action: Vigilance and Inspection
for the Safety of Transfusion, Assisted Reproduction and
Transplantation — VISTART)

o Wie Bt E LR TIFER /M 4H
(The technical work packages of the Joint Action Proposal)

o L[| ATMPs EHFEFE
(ATMPs — The UK journey so far)

15:40-16:45

e ATMPs %5 7E GMP 55|
(Specific GMP guidelines for advanced therapy medicinal
products)

o FAH| ATMPs FEE L By =
(Experience in Italian inspections of ATMPS)

F|IXR

8:00-13:00

SEUR T RE (Tour of a Cell factory )
AHAE TR SR S 257

14:45-16:15

o [y ATMP 2 GMP AR FESHES- H 22l 38 = 2 TR E
(Paving the way for GMP production of ATMPs: from academic
development to industrial production)

o B ARIARE M2 GMP 885 1=
(GMP experience in developing Gene Therapy Products)
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FA4XR
9:00-10:15 | MMEEEX A HEEBITA
( Experience Exchange of Blood Establishments Inspection
Systems )
o [MEEBERIETRT (- PLBUNETES
(Transfusion services and Good Practice Guidelines, an
European perspective)
o BT I EIM AT E IR E S =TI CMP &%
(Risk based inspection for 3rd country GMP inspection of blood
establishments for plasma master file)
10:30-16:30 | {E¥ESr4HETER ( Rotating Workshops)
e  Workshop 1-BICH IR & i%at 2 S Ei%HI1 4R
(Workshop on European Blood Inspection project (EuBIS) and
Competent Authority Training of Inspections in Europe
(CATIE))
e  Workshop 2-f418 FH4H @k4HIEFE & (ESE
(Workshop on inspections on Tissues and cells used for
transplantation (EuSTITE))
e  Workshop 3—ES[RJ &R & i
(Workshop on gene therapy products)
e  Workshop 45 8 Af B /2 i A & (5%
(PIC/S Aide memoire on ATMPs)
FSXK
9:00-10:00 e PHHLAFEEHERTRIAI RS
(The approach of the Spanish legislation to European Hospital
Exemption Clause)
o  FHAFIEN ATMPs 7 BE[5 ekt 54
(The Italian regulation on Hospital exemption for ATMPS)
10:00-11:30 TraHE EwAS SR 2 (Output from workshops 1 and 4)
11:30-12:15 | SfEmIiiR ~ 2H&K ~ 4R RoR A B 2 m B o Bl R 2K AR e FE <
(Future objectives and mandate of the PIC/S Expert Circle on Human
Blood, Tissues, Cells and ATMPs)
12:15-12:30 B R e g 444E Closing Remarks
14:00-16:00 HF B Z 5% Co-ordinating Committee Post-Meeting
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AR MG FEE MR - SHEREHAE ~ ATMPs = REM 2 & LL GMP #E1TE
fE R - 5T 20 (AR B4 - BUfE ¢ 18 (ERBOMEISR ~ 9 (HH
fit. PIC/S & B ~ 2 {15 PIC/S HzEEIZE (EPH RZRE) » SR A& R A
T

ARSI ~ MR ZE A 7 -

1. KEATERZZ (28/29) i ARSI / MAE T4 2 A L Ay | 885h > WA
PIC/S GMP - Annex 14 " Manufacture of Products Derived from
Human Blood or Human Plasma | $A#5#E{T OMP &% » FREIIRIA -

2. R > ¥ PIC/S GMP - Annex 14 #i#E DL4M 2 A JH IR (Human
Blood) » AME& =722 “HIEIZR (18/29) ANAZELETE » HEHER
QOHITTE BT TR SR - HAEHE 12 (B LL GNP MREE TE
HErER A ST EA MM EXIESE - ZEHREN R EZEHE
B2 8 e B B2 AR -

UN ikl b i P g

1. REZBEEFR (21/29) K N AS4H G EL4NAE (Human tissues and cells)&R
AEESLEH  JRRDL GMP TR -

2. HETEIZR (16/29) S B THHRE EZIEZE - Bl &8st 2 E A RS
28 E /4R R ETT IRFEE T > W TE BRI IERRE (Good
Tissue Practice)fHREEZTAF °

LA B A L ATMPs &) -

1 RZBIBIREFS ATMPs » Aim e EE RS (Investigation) fEEL
(25/29) » B Eit& (Market Use) PEF%(27/29) » EEmi AR ' 48
im0 A LA PIC/S GMP - Annex 2 ' Manufacture of Biological
Medicinal Substances and Products for Human Use ; #R&E#E{T GMP
% > EEREER (Investigation)fEEz(23/29) » BiEEmm Btk (Market
Use) PEEE(24/29) < FREITRZR » AR ERREEE (Investigation)F&Es
RIS DIAHBEAH A58 B /EARES (Good Tissue Practice)#EfTEAZ o

2 A FHEHF K EAEARE M ATIMPs X " HE B EE KR
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(autologous/allogeneic) | °

"4 B R BE R S (minimal/substantial

manipulation) ;, s " [E J& / JE [E J& € A (homologous

homologous)

TRER 8 K (FETR) LS

ralst TR R SR

(Investigation)P&ES | M " ESh L ii{& (Market Use) PEEZ | #E

2 o

Category of | Source Degree of Intended Use
Product Manipulation

Category A |Autologous |Minimal Homologous
Category B | Autologous | Substantial Non-homologous
Category C | Autologous |Minimal Non-homologous
Category D | Autologous Substantial Homologous
Category E | Allogeneic |Minimal Homologous
Category F | Allogeneic | Substantial Homologous
Category G | Allogeneic |Minimal Non-homologous
Category H |Allogeneic | Substantial Non-homologous

(1) # 8 KJH ATMPs e & (i By e

e

Category of

GIRE BRI BT

Ean Btk PEEz

&

2 B %

@&

Product
Category A % D4 EEZR % D4 {EEZR
© 16 {EEIZR 16 HEZ
J w9 {EEZR J 9 %
Category B 19 R 2R D19 A%
§ D2 {EEZR § D2 {EEZR
J w8 (EHER J o 8 EEIR
Category C S 17 {EREZR B VE(E|EE
%< D4 EEZR E D4 {EEZ
EJ“ w8 {EEZR sfam T - 8 (EEH
Category D 18 A% = - 18 EEZE
§ D3 {EEZR S 3{EEZR
w8 (EEF sfam T - 8 (EEH
Category E |2 SEEZ = SEER
10 [EEFR & 10 (EREF
stamdr ¢ 14 EER SfEmeR 14 %R
Category F | & * 19 {EEIZ =019 (EE R
S 2R & 2 {EERZ
J w8 {EEZR :J‘ meh o 8 EEZE
Category G D16 {EE% 16 EEIZR
§ D3 {EEZR ?.E D 3 {EEIZR
stEmdr ¢ 10 EER D10 {EEZ
Category H |2 19 fEEI% =19 [HEFE

2 B2
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sfam e 8 {EE%

afam e 8 {EE%

(2) % 8 KIA ATMPs & ZK AT & OMP a0 » IEE{TE X -
Category of | E&PREERIEE: FEEm g PEEL
Product
Category A | & 3EEZ = 2 {EEZR
16 [EEZE 017 (EE %
stEmdr ¢ 10 EER ShEmeh ¢ 10 fEE%
Category B | & 19 {EEHZ =18 EEE
= 2 {EESR S 2 {EEZR
st ¢ 8 (AR sfam ¢ 8 (EE%
Category C | /& : 16 {EEZ = ¢ 14 {EEZR
S 4 {EEZR & 5 {EEZR
w0 9 (HEF SfEmeR 10 EEE %
Category D | /& * 19 {EEZ = 17 (R ZR
& ARz & 2 ARz
stEmdr ¢ 8 (EEI% StEmeh 10 fEE%
Category E | & 3 {EEZ = 2 {EEZR
15 EEZE 7516 EEF
StEmdr c 11 EEE SfEmdr c 11 B
Category F | & : 17 {EEZ = - 16 {EEZxR
& ARz & 2 {EERZ
StEmeh 10 EEEZR stEm T 11 EER
Category G |72 : 14 {EEZ = ¢ 14 (R
S 6 {EEZR & 5
w9 (EEF SfEmeR 10 %
Category H | /& : 16 {EEZ = 16 {EEZR
S 2 {EEZR 5 4Rz
stamdr 11 EEER SfEmep 12 %
(3) VA 19 ([EFEZ T ATMPs BUERFT 2 &1 ] - SRR RG b P

G 139 22 0 i i B P B ELES T 38 52 -

30

25

B Investigational T=139

M Market use T=38
20 : BRAR © 5
b 21 & PIC/S 1
10 i i _
M~ AHA A
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. BONBRTT A E S AFZEEEL K SoHO(Subs tances of

Human Origin)fEEZRSGE
BN R4S 168 &K (The Treaty of the Functioning of

the European Union Article 168)BHE(RFE A HEEE H S ECETS 26 3
& MEEE#Z G (Buropean Commission, BEC) T EHHENEZR BUR it
B SRS = TRR 2 &1F - EH P ORE S — L R A SRR~ ek
0 (ETESS 168 Rk 4(a) FEAMERAE EC B N SAHARARSRY) ~ MR S
BITAEAYRETHEHBmE R EZ® 2 E % - NI EHEEITT EU
SoHO(Substances of Human Origin)#t#(| » BXEEEF < Substances of
Human Origin » & #F " A 8 0 & B 1f 55 (Blood and blood
components) |~ " AAG4MAHAH A% (Tissues and Cells) ; & " ABEHRE
(Organs) | » fEREETEZ N8 1 3 {EAHBINIES » 0Alk

(—) ANBSMURERAS © Directive 2002/98/EC
Ry NIRIMURBLIIR R T 2 W ~ el ~ SR ~ T Bfc i 2 B Bl 2
#E (Standards of quality and safety for the collection, testing,

J

7

processing, storage and distribution of human blood and blood

components ) 5 NREAEHIETAHBAARHED - B4

e 2004/33/EC : FffirZK (technical requirements for blood)

e 2005/61/EC : “NEFE BB EHE ( traceability / notification
of SAREs)

o 2005/62/EC : MURHHEE £48( quality system for blood
establishments) |

() NBS4MAEAHARYY © Directive 2004/23/EC

Ry NIFGHARBLAAEARNG ~ $%5 ~ el - EHE - OrfF ~ IPFBlficik 2 e

L fEAE (standards of quality and safety for the donation,

procurement, testing, processing, preservation, storage and

distribution of human tissues and cells) : WHAEFIZTHEIHE > &

&

e 2006/17/EC : 5l ~ $REE ~ MlsEEi o2k ( technical requirements

for donation, procurement and testing)



e 2006/86/EC : A RRIEZEWELEE - K4ARNE ~ IR - (RFIEASR
ik ( traceability, notification of SAREs and technical
requirements for coding, processing, preservation, storage and

distribution)

e 2015/565/EC : $1¥%f Directive 2006/86/EC » &5 N\ AS4Mpt4HaRY) > 4
5 (the coding of human tissues and cells)FEfigZEsK -

o 2015/566/EC : g AN4H&8/ 4HpH ~ Z- Bl B I E/EFE ( procedures
for verifying the equivalent standards of quality and safety

for imported tissues and cells)

(=) ANB&28E :Directive 2010/45/EU
R NSRS B 2 B B4 24 (standards of quality and safety
of human organs intended for transplantation) °

BXHE SoHO &t&& 2 AMHIE » Wi R EERIEHIEEL & MR /4H4% /41
HeE PSS AR (40 ATMPs ~ AR SRR B s MR BIRISE ) » IR 2
SoHO M ASHIH - ST EeEmHRAM -

B3 SoHO fEE A& » ey B AT E AR - WHITEK
£ - FREZEE 2 FHIM - BUE EC Al s (e di i i B
Al EEEE 2 KBESY BB ARERE - HREEUE: - f
W02 2015 AR T AHAR AH 4% % A A% R (F it (Operational Manual on
Inspection of Tissue and Cell Procurement and Tissue
Establishments)  dEXEHEARS &3R5 TE > G40 © VISTART HZETH]
(Vigilance and Inspection for the Safety of Transfusion,
Assisted Reproduction and Transplantation) ° EHEEEE HKE
GHEY > ETHE RFEEHIMm - AT AERSE 2 2742 » HILE 10 ET/EDN
o HETHE B - B EEIIREET D L - Bl ERERTER
it e g BEHEA SHE B Sl SRERTE - B4 © CATIE (Component

Authority Training of Inspections in Europe) °

=. ARARIMKRIEEEH (BLOOD)



(—)FEAFMRRRS B
FAN 2R /EFER (National Health Service)Hs 21 {Ehl& 4+
EREE - A2 REREIFEREAE S (national health-care fund)Z
JE > AR (Ministry of Health)RIEEMBIENR - EHHE  ERE
AR IGE i 75 (LEA) 5 - B B IREE AR 75 (LEA) 20 © ooy I B4 ~ o
I~ B EEEmE « AR Z MBI L4000 T E

THE ITALIAN BLOOD SYSTEM
According to Law of 21 October 2005
“New discipline for blood transfusion activities and national production of plasma-derived medicinal products”

Policies, regulations

Ministry of Health Regional Health Authorities

A
Blood competent authority
v

Regional policles, organization,
management, licensing, accreditation

National coordination N

National Blood Centre Regional Blood Centres

Regional cgordination

greasresssse s R
National Institute of Health I PfE H Blood Establish
i ood Establishments
Regulation
i Hospitals

Private plasma fractionator(s)

(contract fractionation) PDMP
Euro_p_ean ) Tt Blood donors associations
Medicines [~ Regulation Regulation
Agency | PfF Plasma for fractionation
BCT Blood components for transfusion
National Medicines Agency PDMP Plasma-derived medicinal products

ERRR ¢ 28 21 Ja PIC/S MR ~ 4H&% AR K Bl g el = & 0t
TEFEARZ MEAR G FIEEA] » B &S M4 - B R 15 m 2 B E L
o (HR A RS RO R MR B DR BB GO A S - FERFMR - ks
Bt 2 B4 B e (self-sufficiency) @ AFFMH A M S R B R BRI H
BHEERTE > H 2008 F£ES - 5 8 [EFEEMIKELS HETE - BNk
LI R B > B e 22 SR AR BB ER AR A T - BB
AR ~ & SR R (8 R BLE R EL(GMP) » S5—Eh sy B e
ZIERAN ¢ ALMER ~ /MR~ 2R ImAERIART &8 RARE (GP) -
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() BOMES Y MRS . GMP AR L

BRFE B =R MUK RERY RS - 73 ATE (1) Bl S fE & i 4I2H
8% (PIC/S)#IE 2 "PIC/S GMP Guide for Blood Establishment j ;(2)WHO
#E ~Z "WHO Guidelines for Blood Establishments(TRS 961, Annex
4) 5 1 (3)EDQW/ B Z & & Council of Europe Frila].Z "Guide to the
preparation, Use and Quilty Assurance of Blood components ;< fE
EDQM/Council of Europe B2 EU committee & {2 " Good Practices
Guidelines for Elements of the Quality System K 2013 BEFHIGA
> EDQOM #E > 7~ 2015 &fFESE 18 FkAY "Guide to the preparation,
Use and Quilty Assurance of Blood components ; o

BRI em B 2 B AR LR - ARITRIME 2 &l - MR
BRE - ol - 8 IPF - EEETR S Directive 2002/98/EC -
2005/62/EC ~ B MW = A (CoE) HY 1B B #i # (Good Practices
Guidelines) o FBAb - ZEIMmmaE A —20 Bl Ry IMURBEHADS - f#iF > 5F
£¥& Directive 2001/83/EC ~ 2003/63/EC ~ EU GMP Guide Annex 14 ~ ER
INEEHL Z FHTE - 280100 > AEAR SRR BU GMP Guide Annex 14 » BRI
AR R AR Bl 47 0 B &R MIE Directive 2005/62/EC 255 2.2 {&ER
B Mz BEEIR A EENE - FHEEMHESB 8 B E (Good Practices
Guidelines)HYANZ » (RIL - HATEREE EU28 & BHIAM HHYJRIFIESEFFER
SR ZE / DG SANTE A% - S5—77H » BOMZE & (CoE)37 {EE BRTEHY
i ZE B9 (CD-P-TS) A SE B 2 & Tt sc B AR » BUER N 2017 4F
PO R B B FRET (Good Practices Guidelines) Ay 19 i @ AGfi¢ GMP TEH
ETRE -

GMP and EU Legislation

Components [y Plasma = \
PDMP
L Ea»

Dir 2002/98/EC ' Dir 2001/83/EC
Dir 2005/62/EC Dir 2003/63/EC

Art. 2.2 GPG
EU GMP
CoE Guide GPG f ~D_9_n_°r Annex 14, rev 1
European Y. N ohe
“ Pharmacopoeia ‘é’—f}{#ﬂ_{;}? : % 21 )& PIC/S

M8 - 448 IS R
DR

Patient ‘ Patient
el \_ S—




V. ARRE R4 BRE T ATMPs 2 & (advanced therapy

medicinal products)

(—)ATMPs %7€ GMP 55|

LA B A Gh oy R RS RUAIR - BRAIRE AR M AHAR TAE - HERENEERLE
Moo TEECOMNZEY)E M5 (EMA) T 8% A e % & B & (Commi ttee for
Advanced Therapies,CAT) » BEEHFEARE M mE ~ LB
P o BETEREEH T A B AR R AR R f#E Regulation 1934/2007 25 5
& > BRERERZE & (EU Commission)fEeka EMA 12 FESSETESES 406N 5 o0
IVE GMP R BRI 2 B2 Fe N FHAEVIFUREE R il 2 NS

PRUHT LA B 2 o R MR - REARTEORE ~ AR - ML E - R
W~ SRR > G E B R Z FIPREL - AR E R B
H GNP - &Ce&sfes 3 (BB T B EA B E LR EBEH P =
K~ BESEE - (EHEE S T AR

LA B i ] GMP %E5K - AL FERS (4HERJE ) mTEKEE LA U
A5 VRS R K ~ AR BB - 1R s DARAE R b
FTEF BS BN ERBIAE T 20K -

B RES EIEAVE Y o TR A e B G I SR AR - Bl m] DAEE
WA FRr A C 4RIEEL D 4RI - MEaZ 58 M 28 F A s v L e AR PR
B an o PEEN WG REL B R (R 217 - RASE IR RAR IR LR e T
WA ]2 A A R AR -

BEZR - A URER GG - H{F Ao RCER R R TR
WAl FREHEEHE HE R, - AR E A S A X -

() FERFERL ATMPs B RRaSER =
fBXBE Regulation 1934/2007 » FrBEHR 7T KA RDEHE ~ Bo4IBUEH
A48 TAR o BRRVAIR 2 fn X 0] 77 B H s B IR e - UK
Directive 2009/120 FEHFASFE AN AR ERE - ABEBERE
B AR AR AR R AR AR AR A CERE AHAEAH R 2 3 - 40 - HRERRT
W~ AR ST ReAE S BRSNS o 28T ATMPs SRR L AvIEH
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Do BR VB RIATTIG L - ATMPs EBFIRYEEEA LU T 40H © 1152
e 8 ~ i NS —MREREE R BRI - dIIEBE AR - diiEhEs
M~ EmBEUT -~ TR K - EnfEREREE - BANE > £ MR R

B AR BE AN RESRIFAR > SRS h a8 S5 - A
FERE T EIRAI RS S 2R E IR E ~ A RS - KB -« IrF

B IERG S - MERBERMROFIR S - B ARH RS S FTHY R (F R &R
Annex 1 Z A/B/C/D SREMETTEFI38R © 54 - S N —MEERSERIE > - ¥
FYE RS - HARE S B RS2 - (A Ao A R SR =2 {8 & IR
HYER Sy - RIS E L ESF  R & 9ets > FTLURIS R IR EE -
HREIRH B R IEWIHEAVAIAE - SR & R EYW IR - HIREREFEE
B - PIERO5H » H— I AREIRME DR A B E L AT REE B e F A
{TERA] > A0F5FE medium ~ BEITREEEOSE > ATREREEMMT ~ RE > 2
I FE AnlR EE A IREE T > L HOP BRI AT (RS & S B PR (E &SR - Bl
fERE > Z205] OMP AnE REHVEA - IR EREEE ARG > EHFe
FIEEEE] GMP FYEE IR ATRERYERS -

() PEPEF AT T BB B S 5 & P A i B AF B8 72 o A # (European Hospital
Exemption Clause) | 2 &KEs
{5 EES Regulation 1394/2007/EC 55 28 % 5 Directive 2001/83/EC
5 3 ik Bl REAIRGIT Z Wil A B THERAE RS 2 g8 i
#i Directive 2001/83/EC 4 = JREN » B EEAERF &R EMRIEZ T - #AT
ATMPs BUMHIF » AT DABRBRATTE 77 R - —ARRER - JBoR B oo Bl AR B e
¥ % (European Hospital Exemption Clause) Z B - AHE : (1)IEFITTHEL
5 (MR A B i B AR R - Q) IER—& BEIEM 5 (4)1E
B 5 (5)INREREIRTT 5 (0)FFE s BIEALTERE T -
PEPESFHA 2014 4285 T Royal Decree 477/2014 JEAM#EIIE T (L8
s WA B S E SRR ER 0 R HEAZES BEIT - B
NEREAZEEIET > Hx% OP 8% - BHEMSIE Regulation
1394/2007/EC JEMT Z R CA — & AU {E A RS2 &85 - Fla0 - B RSHE 4
BEIFE A (Autologous chondrocyte implantation) ~ FAE 4HIEAYEZ 5 A&
(Keratinocytes for burn treatment) ~ HR i 3554 it Ja B IR M IEE 5
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(Limbocorneal stem cells for treatment of corneal lesions)Zf o BZ
ek e L R B 1R A% B4E T 3 R 0 R IS IR AP T IF
ABMPS & i -

(I FARFIAT T B R oR 7 & P A 38 B8 A2 B8 7 v B #i (European Hospital
Exemption Clause) | 4Ky

R 2 B B AR B 7 L IR B B4 (compassionate use) » IRIE{HER
AMEFI (of f-1abel use) > EFEFY Regulation 1394/2007 HHYEEFERE Fy
JEBITTEE - FrEamBERREE - fEF—g BBy [E—5 - IR~ IE
IR AN B EULAYE G o (EFRAR] - Bk on i Bl AR B8 e o AR 2 S [ B
JARS AN S E B o) (ATFA) R -

EEF A - WHEERRA BB 2t - B2 EE - &l
B - MR - REEREHES - SR A E =/ T
N SRR - S\ - NHE - 85E - A4 - E - FEF - 208
M~ 4HREEE - BIE - ZEMEFHEE -

FH—JiH > (EHAFFR 2 EE - A EREFESE - BT L
B B HEARER - SepiliE RS il m'E - DI RER R B PR &S
E RS b Al am et Al - 28000 - SR CEH R [EEEERT - FEEE T HUS(E
afa] e

EERER T HBEHNTESA Amex I -~ Directive 2001/83 Part
IV~ FrB A B8 o /N8 M IERRE IR B 2K 55| guideline on the
minimum quality and non-clinical data for certification of
advanced therapy medicinal products(EMA/CAT/486831/2008/corr) ~ A
FHA R %% L f5 5] guideline on human cell-based medicinal products
(EMEA/CHMP/410869/2006) - B&EMHYZEFASAIZE ST GCP ~ fRisrzE in SJn EHY
BB F BN - BANBOBNVERRE - RZHEH mE AN & m B
(AIFA)[E]3g -

Grey Bt - FEFAFE B B lRoe 2 B AR B e o Ry AR 58 1 ~ JERL
BT ~ FFEAMER - HATVANEIRTF & GMP &R mE -

O

t

IO

2
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B LR RER

—. RERFHEARERCBRE @ BRESZEEZEER
WAFEEES WP B » DR EARE nG T e
BRI A (R -

BEFRE AR B A B A L 0 H AT R ERIRITSCPEEL - B
4B BB - AT TR E AR - 0 A AR SR SRR
B EEEE R B A ~ AR B IR S S I e R - N
AR E R E mE iR B sl B E AL » HrpBORE R S Ao g B 2 A B 2 o
7 BUEERT & GTP B GMP AR & -

BTN EE R ER 2 GTP ##iEd GMP #id 2 20K - #uE - /A
FEER > SN AR B A BB SO R Y OMP BTE: - B R A T
B - EEemiEEE AR B A L LSS P . GMP ST - FEHYRF GMP 20K
BN BT BUESFT > BRILEE M QWP R S0

PRI > B R A GMP 388 2 A B i TR - PRI A B

LR EmMZ OMP FEEKERHIEDIEE - BBl AR ELAE B2
M > HBREIRZ 8L BUERERE B faEs AR IR 2 GMP/GTP £8

BE - HEPEEEAERRE A ZEG] - DAECRHT B AR B 7 hn e s B\ (R -

Z. s A\ SRR S e BB BMEAUR - S AE

EEEER - EFRERERREEB AR B -

BENS - BURBIAZHBN N HMEAESY) - MR R URCT Y m
B eZ BEE > kZFEEGUEIMZEE (D-P-TS (The European
Committee on Blood Transfusion) ~ ¥r#E)A%ZE &9 CAT (Committee
for Advanced Therapies)Zf - iR G- (g 4 H A FS4H B AH &% 1y & B2 4
& » SO ER ARSAHARAESRY) « L2 Bl B B TRHY H AR « Pl [EIA R
B G » HEiR i E R il AT s S EE R R - M R E R E
FIEEFZIRY - s S P PR SRR B RS B RV E AR B PR S A
FRIEBFESEE T A SR G R T E i G4 - e P B B H R
720 ~ EEGIEET - KRS B EBEE -
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